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DETAILED ACTION 

Status of the Claims 

1 . Amendment of previously presented claims 58, 63, 64, and 80 and addition of 
new claims 81-88 in Applicants' filing of 8/20/2008 is acknowledged. Claims 58- 
88 are pending; claims 65-79 are withdrawn. 

Election/Restrictions 

2. With respect to the instant Examination, the claims are examined in view of 
Applicants' election of: MVA as the capsid and M. Tuberculosis as antigen. 

Drawings 

3. The drawings were received on 8/20/2008. These drawings are accepted. 
Objection to the Drawings is withdrawn in view of Drawings amendments. 

Specification 

4. Objection to the Abstract is withdrawn in view of Applicants' amendment filed 
8/20/2008. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. Claims 58-64 and 80-88 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly 
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connected, to make and/or use the invention. The claims recite "A composition of 
matter comprising a) a viral capsid incapable or replication...". The Examiner 
notes that with respect to the instant rejection, that MVA — the elected capsid 
species— is fully capable of replication in at least CEF cells (see, for example, 
Feng, et al., p. 570, Materials and Methods, Construction of recombinant vaccinia 
viruses). As one of the preferred (and elected) embodiments of the invention, 
such a virus capsid can not be considered to be "incapable of replication" nor 
have Applicants presented a method to render MVA "incapable of replication". 
Thus, the specification as filed does not enable a skilled artisan to practice the 
invention and the claims are properly rejected under 35 U.S.C. 112, first 
paragraph. 

6. Claims 58-64 and 80-88 are rejected 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the 
time the application was filed, had possession of the claimed invention. The 
claims recite "A composition of matter comprising a) a viral capsid incapable or 
replication...". The Examiner notes that with respect to the instant rejection, that 
MVA — the elected capsid species — is fully capable of replication in at least CEF 
cells (see, for example, Feng, et al., p. 570, Materials and Methods, Construction 
of recombinant vaccinia viruses). As one of the preferred (and elected) 
embodiments of the invention, such a virus capsid can not be considered to be 
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"incapable of replication" nor have Applicants presented a method to render MVA 
"incapable of replication". Thus, the specification as filed does not teach a skilled 
artisan the invention and the claims are properly rejected under 35 U.S.C. 112, 
first paragraph. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Rejection of claims 58-64 and 80 under 35 U.S.C. 1 1 2, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention is withdrawn in view of 
amendments to claims 58, 63, 64, and 80. 

8. Rejection of claim 64 under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention is withdrawn in view of Applicants' 
arguments. 

9. Rejection of claim 63 under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention is withdrawn in view of amendment of the 
claim. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

10. Claims 58-64 and 80 stand rejected under 35 U.S.C. 102(b) as being anticipated 
by Feng, et al. Applicant's arguments filed 8/20/2008 have been fully considered 
but they are not persuasive. Applicants' arguments consist of a declaratory 
statement, "Feng et al. do[es] not teach a composition comprising a viral capsid 
incapable of replication and at least one protein antigen against which it is 
desired to obtain an immune response and that is co-administered with said 
capsid, said composition inducing both an antibody response against the co- 
administered protein antigen and a protective T-cell response against said co- 
administered protein antigen." However, as previously held by the Office, Feng, 
et al. teaches induction of simultaneously a CD8+ T-cell (see results and 
discussion) and an antibody response (see results, Table 1, page 572) to M. 
tuberculosis-encoded early secreted protein MPT64 under various immunization 
protocols including various pulse-chase procedures (see especially Figure 4, 
page 572 and figure 5, page 573) and the B-cell response being greater when 
the vector is MVA (see Figure 2, page 571). Furthermore, Feng, et al. teaches 
that CD8+ T-cell activation is associated with protection and that the antigens 
used in their studies activated such T-cell association (see Introduction and 
throughout). Thus each and every limitation of claims 58-64 and 80 are taught by 
Feng, et al. which clearly anticipates the instantly claimed invention and the 
rejection of the claims is maintained. 

Conclusion 
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11. No claims are allowed. 

12. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed 
within TWO MONTHS of the mailing date of this final action and the advisory 
action is not mailed until after the end of the THREE-MONTH shortened statutory 
period, then the shortened statutory period will expire on the date the advisory 
action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will 
the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

1 3. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to STUART W. SNYDER whose telephone number 
is (571 )272-9945. The examiner can normally be reached on 9:00 AM-5:30 PM. 
If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce R. Campell can be reached on (571) 272-0974. The fax phone 
number for the organization where this application or proceeding is assigned is 
571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR 
only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
91 99 (IN USA OR CANADA) or 571 -272-1 000. 

/Mary E Mosher/ Stuart W Snyder 

Primary Examiner, Art Unit 1648 Examiner 

Art Unit 1648 
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